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DIGEST 

1 .  Firm's noncompliance with solicitation provision callinq 
for Food and Drug Administration approval is a matter of the 
firm's responsibility, and agency's rejection of bid as non- 
responsive instead of making responsibility determination 
(and referring any negative responsibility determination to 
the Small Business Administration for Certificate of 
Competency review) was improper. 

2 .  Although Food and Drug Administration (FDA) 
determination as to firm's compliance with FDA reqistration 
requirement would not be subject to Small Business 
Administration (SBA) review, consideration of whether firm 
could meet the requirement by the time of performance is 
subject to SBA review. 

DECISION 

Astro-Med, Inc. protests the award of a contract to 
Cardioqraphics, Inc. under solicitation No. M1-114-88, 
issued by the Veterans Administration (VA) for electrocar- 
diograph recording paper. Astro-Med contends that as 
apparent low bidder it was improperly denied the contract 
for failure to comply with a Food and Drug Administration 
(FDA) registration requirement. We sustain the protest. 

The solicitation, issued on July 13, 1988, provided: "If 
the product(s) included in this solicitation is (are) con- 
sidered medical devices by the U.S. Food and Drug 
Administration, bidders and/or subcontractors must comply 
with the Food, Drug, and Cosmetic Act, as amended, and regu- 
lations promulgated thereunder." 
specified that delivery was to be made within a maximum of 
4 5  days after receipt of an order. 

The solicitation also 



A f t e r  b id  opening on A u g u s t  15,  Astro-Med was t h e  appa ren t  
low b i d d e r ,  b u t  because t h e  FDA a d v i s e d  t h e  c o n t r a c t i n g  
o f f i c e r  t h a t  A s  tro-Med was n o t  a r e g i s t e r e d  supp l  ier  
o f  t h e  sol ic i ted item, a s  r e q u i r e d  under p r o v i s i o n s  of t h e  
Food, D r u g ,  and Cosmetic A c t ,  21  U.S.C. S 3 6 0 ( c )  (1982)  ( a s  
implemented by 21 C.F.R.  S S  807.20-.39 ( 1 9 8 8 ) ) ,  t h e  VA 
declared Astro-Med nonrespons ive .  On September 7 ,  award was 
made t o  C a r d i o g r a p h i c s ,  t h e  n e x t  l o w  b idder .  On t h e  same 
d a y ,  Astro-Med was n o t i f i e d  of  t h e  nonrespons iveness  of  i ts 
b i d  and t h e  award t o  C a r d i o g r a p h i c s .  Astro-Med proceeded 
t o  r e g i s t e r  w i t h  t h e  FDA, and on Oc tobe r  12  was approved as 
a s u p p l i e r  of  t h e  item.lJ Per formance  of t h e  contract h a s  
been s t a y e d  pending resolution o f  t h e  p r o t e s t .  

Astro-Med c o n t e n d s  t h a t  i ts bid was improper ly  rejected, and 
t h a t  it s h o u l d  have been g i v e n  a chance t o  meet t h e  FDA 
r e q u i r e m e n t  p r i o r  t o  any award t o  a h ighe r -p r i ced  bidder .  
Astro-Med n o t e s  i n  t h i s  r e g a r d  t h a t  it began t h e  p r o c e s s  of  
r e g i s t e r i n g  w i t h  t h e  FDA immedia te ly  upon n o t i f i c a t i o n  of 
t h e  d e f i c i e n c y ,  and t h a t ,  i n  f a c t ,  r e g i s t r a t i o n  was 
completed e f f e c t i v e  October 1 2 ,  w i t h i n  t h e  45-day d e l i v e r y  
p e r i o d  . 
The VA concedes  i n  its report t h a t  t h e  FDA r e g i s t r a t i o n  
r equ i r emen t  p e r t a i n s  n o t  to  r e s p o n s i v e n e s s ,  b u t  t o  respon-  
s i b i l i t y ,  since it  c o n c e r n s  a b i d d e r ' s  a b i l i t y  to  perform 
t h e  c o n t r a c t  r a t h e r  t h a n  i ts  agreement  t o  t h e  material  
s o l i c i t a t i o n  terms and c o n d i t i o n s .  N e v e r t h e l e s s ,  as t h e  
p r o t e s t e r  was n o t  r e g i s t e r e d  w i t h  t h e  FDA a t  t h e  t i m e  o f  
award, t h e  VA a r g u e s  t h a t  t h e  r e j e c t i o n  of Astro-Med as  
n o n r e s p o n s i b l e  would have been p rope r .  Although Astro-Med 
i s  a small b u s i n e s s ,  and t h i s  m a t t e r  was n o t  r e f e r r e d  t o  t h e  
Smal l  B u s i n e s s  A d m i n i s t r a t i o n  ( S B A )  under  t h e  Ce r t i f i ca t e  of 
Competency (COC)  p r o c e d u r e s ,  t h e  VA a r g u e s  t h a t  r e f e r r a l  
would n o t  have been n e c e s s a r y ,  s i n c e  under  Federal Acqui- 
s i t i o n  R e g u l a t i o n  ( F A R )  S 19.601(b), " t h e  COC program does 
n o t  ex tend  to  q u e s t i o n s  c o n c e r n i n g  r e g u l a t o r y  r e q u i r e m e n t s  
imposed and e n f o r c e d  by other federal agencies . "  T h e  VA 
asserts t h a t  t h e  FDA r e g i s t r a t i o n  p r o v i s i o n  i n  t h e  so l i c i t a -  
t i o n  c o n s t i t u t e d  s u c h  a r e q u i r e m e n t ,  and t h a t  Astro-Med's 
re ject ion t h u s  d i d  n o t  have  t o  be r e f e r r e d  t o  t h e  SBA. 

1/ We have been a d v i s e d  by t h e  FDA t h a t  r e g i s t r a t i o n  
i n v o l v e s  o n l y  t h e  comple t ion  and s u b m i s s i o n  of  a s i n g l e  
form; i s s u a n c e  of a r e g i s t r a t i o n  number is n o t  c o n t i n g e n t  on 
any i n v e s t i g a t i o n  of t h e  f i r m  or p roduc t .  

r 
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We agree w i t h  t h e  VA t h a t  t h e  FDA r e g i s t r a t i o n  r e q u i r e m e n t  
b e a r s  o n  t h e  r e s p o n s i b i l i t y  o f  t h e  b i d d e r ,  n o t  t h e  respon- 
s i v e n e s s  of t h e  b id .  
P r o d u c t s  Group,  B-216125.2, May 24 ,  1985,  85-1 CPD 1 597.  
We do n o t  aqree, however ,  t h a t  Astro-Med was n o t  p r e j u d i c e d  

- S e e  H e w l e t t - P a c k a r d  Co., Med ica l  

by what occkred here since w e  b e l i e v e  r e f e r r a l  t o  t h e  SBA 
f o r  a COc review is r e q u i r e d .  

G e n e r a l l y ,  i n f o r m a t i o n  b e a r i n g  on b i d d e r  r e s p o n s i b i l i t y  may 
b e  p r o v i d e d  any time prior t o  award. Noslot C l e a n i n g  
S e r v i c e s ,  I n c . ,  B-228538, J a n .  21 ,  198b,  88-1 CPD 58. 
Moreover ,  a c t u a l  c o m p l i a n c e  w i t h  c e r t a i n  r e q u i r e m e n t s  
r e l a t e d  t o  r e s p o n s i b i l i t y ,  s u c h  as f o r  l i c e n s e s  and  FDA 
r e q u i r e m e n t s  s imi la r  t o  t h e  o n e  h e r e ,  need  o n l y  be m e t  by 
t h e  s t a r t  of p e r f o r m a n c e .  Chemica l  Compounding Corp. , 
B-227333, J u n e  15, 1987,  87-1 CPD 1 596;  I m  act  

11 240;  H e w l e t t - P a c k a r d  C o . ,  Medical P r o d u c t s  Group,  
B-216125.2, s u p r a .  A l l  t h a t  is r e q u i r e d  i n  s u c h  cases is 
t h a t  t h e  c o n t r a c t i n g  o f f i c e r ,  i n  d e t e r m i n i n g  t h e  
r e s p o n s i b i l i t y  o f  t h e  p r o s p e c t i v e  awardee ,  f i n d  t h a t  t h e  
a w a r d e e  h a s  t h e  a b i l i t y  t o  o b t a i n  t h e  license or s a t i s f y  t h e  
r e g u l a t o r y  r e q u i r e m e n t  i n  t i m e  t o  p e r f o r m  as r e q u i r e d .  
Impact I n s t r u m e n t a t i o n ,  I n c .  , 8-217291, s u p r a .  The a g e n c y ' s  
r e j e c t i o n  o f  Astro-MedIs  b i d  o u t r i g h t  as  n o n r e s p o n s i v e  
precluded a proper r e s p o n s i b i l i t y  r e v i e w  c o n c e r n i n g  t h e  FDA 
r e g i s t r a t i o n  r e q u i r e m e n t .  T h a t  i s ,  t h e  VA r e j e c t e d  t h e  b i d  
and  e l i m i n a t e d  Astro-Med from t h e  c o m p e t i t i o n  w i t h o u t  e v e r  
c o n s i d e r i n g  w h e t h e r  t h e  f i r m  would be a b l e  t o  s a t i s f y  t h e  
r e g i s t r a t i o n  r e q u i r e m e n t  by t h e  time p e r f o r m a n c e  was t o  
b e g i n .  

T h e  V A ' s  f a i l u r e  t o  c o n s i d e r  As t ro-Med 's  r e s p o n s i b i l i t y  is  
s i g n i f i c a n t  f o r  t w o  r e a s o n s .  F i r s t ,  w e  t h i n k  it i s  
r e a s o n a b l e  t o  s p e c u l a t e  t h a t  t h e  agency  may have  found  t h a t  
Astro-Med c o u l d  h a v e  met t h e  FDA r e q u i r e m e n t  i n  time t o  meet 
t h e  45-day d e l i v e r y  d e a d l i n e ;  Astro-Med s o u g h t  r e g i s t r a t i o n  
i m m e d i a t e l y  upon b e i n g  i n f o r m e d  o f  i t s  r e j e c t i o n  o n  
S e p t e m b e r  7 ,  and was approved  o n l y  35  d a y s  l a t e r ,  o n  
October 12. More i m p o r t a n t l y ,  e v e n  i f  t h e r e  were r e a s o n  t o  
assume t h a t  t h e  VA would h a v e  found Astro-Med nonrespon-  
s i b l e ,  t h e  VA's a c t i o n s  p r e c l u d e d  re fe r ra l  t o  t h e  S B A  f o r  a 
COC review. I n  t h i s  r e g a r d ,  w e  d o  n o t  agree t h a t  FAR 
S 1 9 . 6 0 1 ( b )  would h a v e  exempted r e f e r r a l  i n  t h i s  case; t h e  
re fe r ra l  would n o t  be  f o r  t h e  p u r p o s e  of a l l o w i n g  t h e  SBA t o  
d e t e r m i n e  c o m p l i a n c e  w i t h  t h e  FDA r e g i s t r a t i o n  r e q u i r e m e n t  
( w h i c h  would be c o v e r e d  by t h e  e x e m p t i o n ) ,  b u t  t o  allow t h e  
S B A  t o  c o n s i d e r  w h e t h e r  Astro-Med c o u l d  have  m e t  t h e  

I n s t r u m e n t a t i o n ,  I n c . ,  B-217291, Feb. 26,  + 19 5 ,  85-1 CPD 

r e q u i r e m e n t  i n  time t o  perform. S e e  P r o p p e r  Mfg. Co., I n c . ,  
8-208035, Mar. 2 2 ,  1983,  83-1 CPD 11 279 ( 

- w h i l e  c o m p l i a n c e  

w i t h  FDA r e q u i r e m e n t  was n o t  i t s e l f  s u b j e c t  t o  SBA-review,  
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t h e  c o n t r a c t i n g  o f f i c e r ' s  d e c i s i o n  as to  l i k e l i h o o d  o f  
c o m p l i a n c e  by t h e  time of p e r f o r m a n c e  s h o u l d  h a v e  b e e n  
r e f e r r e d  t o  t h e  SBA). W e  t h e r e f o r e  s u s t a i n  t h e  protest .  

A l t h o u g h  it o r d i n a r i l y  would f o l l o w  from o u r  d e c i s i o n  t h a t  
t h e  matter o f  Astro-Med's  r e s p o n s i b i l i t y  now s h o u l d  b e  
r e f e r r e d  t o  t h e  SBA,  t h e  f i r m ' s  a p p r o v a l  by t h e  FDA o n  
O c t o b e r  12 o b v i o u s l y  r e n d e r e d  s u c h  a r e f e r r a l  s u p e r f l u o u s .  
S i n c e  Astro-Med was a p p r o v e d  i n  t ime ' for  p e r f o r m a n c e  and  was 
o t h e r w i s e  i n  l i n e  f o r  award as t h e  a p p a r e n t  low b i d d e r ,  w e  
f i n d  Astro-Med is  e n t i t l e d  t o  t h e  award. T h e r e f o r e ,  by 
separate l e t t e r  t o  t h e  A d m i n i s t r a t o r ,  w e  are recommending 
t h a t  t h e  VA t e r m i n a t e  C a r d i o g r a p h i c s '  c o n t r a c t  for t h e  
c o n v e n i e n c e  of t h e  gove rnmen t  and make award t o  Astro-Med, 
if o t h e r w i s e  appropriate.  W e  a l so  f i n d  Astro-Med e n t i t l e d  
t o  r e c o v e r  t h e  costs of f i l i n g  and p u r s u i n g  t h i s  protest. 
4 C.F.R. S 2 1 . 6 ( a ) ( l )  ( 1 9 8 8 ) ;  - see S a n f o r d  and  S o n s  Co., 
B-231607, Sept.  2 0 ,  1988,  88-2 CPD ll 266. 

T h e  protest  is s u s t a i n e d .  

Comp t r o l l  ed G e  ;e r a 1 
o f  t h e  U n i t e d  S t a t e s  
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